Ortho Molecular Products Inc

3017 Business Park Drive
PO Box 1060

Stevens Point, Wi 54481
715 342 9881 Phone

80C 332 2351

715 342 9866 Fax
orthomolecularproducts com

o RO

MOLECULAR
PRODUCTS Mondayv. August 23. 2004

Office of Special Nutritional (HFS-450)
Center for Food Safety and Applied Nutrition
U.S. Food and Drug Administration

5100 Paint Branch Parkway

College Park. MD 20740-3835

Dear Sir/Madam

This letter will serve as notification. pursuant to section 403 (1)(6) of the Federal Food. Drug. and
Cosmetic Act and 21 CFR 101.93, that Ortho Molecular Products. Inc. 1s using the following claim on 1ts
label (see attached labels on page 2).

Name of Manufacturer: Ortho Molecular Products. Inc.

3017 Business Park Drive

P.O. Box 1060

Stevens Point, W1 54481
Statement Text: 4Sight Premier nutritional support for the eves
Dietary Ingredients: Zinc {as Chelazome Amino Acid Chelate). Taurine. N-Acetyl Cvsteine USP.
Bilberry Fruit Extract (Standardized to contain 25% Anthocyanidins), Lipoic Acid. Quercetin, Ginkgo
Biloba Leaf Extract (Standardized to contain 24% Ginkgo Flavonglvcosides and 6% Terpene Lactones).
Lutein, Lycopene, Ascorbyl Palmitate, Microcrystalline Cellulose, and Silicon Dioxide.
Dietary Supplement Name: 4Sight
As required. enclosed are two photocopies of this notification.
1 certify that the information presented and contained in this notice is complete and accurate. and that

Ortho Molecular Products, Inc. has substantiation that the statement is truthful and not misleading.

Sincerely,

DlmehHasuset 823-04

Deborah Zurawski
Qualitv Assurance Manager
Ortho Molecular Products
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Ortho Molecular Products Inc

3017 Business Park Drive
PC Box 1060

Stevens Point, WI 54481
715 342 9881 Phone

800 332 2351 Attachment of 4Sight Labels
715 3429866 Fax

orthomolecularproducts com

SUGGESTED USE  As a dhetary supplement, 2 capsules per day or as ")

recommended by your heatth care professional ° RTHO
Formulated to be free of the following Gluten, egg, dary, peanuts, soy, yeast, ‘e -

artificial colors and flavors This product contains the followang potential allergens 'o. MG-ELULAR
Asteracea Family if you are pregnant or nursing, consuit your physician *e® PRODUC'{S
before taking this product As with all dietary supplements, some individuals
may ot tolerate or may be allergic to the ingredients used  Please read the
ingredient panel carefully prior to ingeshon  Cease taking this product and
consult yaur physician if you have negative reactions upon ingestion  Kee
CONTAINER TIGHTLY CLOSED ~ STORE AT ROOM TEMPERATURE  KEEP OUT OF REACH OF CHILDREN
CAUTION This product contams a desiccant  For best results, keep the desiceant
i the bottle until all contents are consumed Do Nor Ear Desiceant

Cl ®sareg rk of Albion, Inc

Ttus product was sealed for your protection Do not use if outer logoed neck seal
or inner seajl are missing or damaged

*

Serving  Value
15mg 100%

30mg  *
m,

Amount Per % Daily
150 mg  *

400 mg
150 mg

Because Efficacy Matters

, eat, e, o

upplement Facts

erving Size 2 Capsules

ervings Per Container 30

(Standardized to contain 25% Anthocyaniding)

Lipoic Acd

N-Acetyl Cysteine USP™ 200mg _*

(as Chelazome® Amino Acid Chelate)
Bilberry Fruit Extract

Taurine
* % Daily Value not established

Ginkgo Biloba Leal Extract 60 mg
(Standardized to contan 24% Ginkgo

2 capsules contain
Flavonglycosides and 6% Tespene Lactones)
Lutein

Zinc
Lycopene

Quercetin

S
Si

Label ID L-OMP100-557060-8

3°00557' " 3 voe-

Dietary Supplement Product #557 60 Capsules

Other Ingredients Natura! vegetable capsuies This product may contain one o more
of the followng Ascarby! Paimitate, Microcrystaline Celluiose and Siicon Dioxide

Pak Oave St
Motecula

SUGGESTED USE As a digtary supplement, 2 capsules per day or as
recommended by your health care professional Supp'ement FaCts F
Formulated to be free of the fallowing Gluten, egg, dairy, peanuts, soy, yeast, . RTHO ge“""g Sge %Catps”'ese =
artificial colors and flavors .:. MOLECULAR Srvings Per Contaner €0 =K
This product contains the following potental allergens Asteracea Family .e® Amount Per %Dally| S g
If you are pregnant or nursing, consuit your physician before taking this PRODUCTS 2 capsules contain Serving _Value é g
product As with all dietary supplements, some indwiduals may not tolerate Because Efficacy Matters " Znc 15mg 100% | 8 &g
or may be allergic to the ngredients used Please read the ingredient panel (as Chelazome® Amino Acid Chelate) 2838
carefully prior to ingestion  Cease taking this product and consult your Taurine 400mg _* E f,?,
physician if you have negative reactions upon ingestion Keep CONTANER TGHTLY [ ) N-Acetyl Cystene USP™ 200mg _ * 252 3¢
CLOSED  STORE AT ROOM TEMPERATURE  KEEP OLT OF REACH OF CHILDREN  CAUTION Fslt:j"g Fdr;m E?traz%; Anth 150dmg ) g E 3
This product contains a desiccant For best results, keep the destccant in t Llpowic'f; S Oﬂy;rg 'r':fg; —( 3 E 3 28
the bottle until all contents are consumed Do Nor Eat Desicoant Quercetin 100mg __ * 252 BE
Chelazome ® 1s a registered trademark of Albion, Inc Ginkgo Biloba Leaf Extract 60 mg ~ * i g 3
This product was sealed for your protection Do not use if outer logoed neck seal (fptandalrdlzed}o contain 24% Ginkgo H Z 2
or inner seal are missing or damaged Lute:n' and &% Terpenc Lm%m 3 B g g
| I "III' | "u Il Label ID L-OMP100-657120-8 ‘ . Tycopere e g 55
E L S
o MRS s 5 v.?.. premrer nutritional support for the eyest * % Daily Value not established 58% ¢
My by Ortho Moleukar roduets, inc 3017 Busness Park Diwe Steves Port, W 54481
Dietary Supplement Product #557A 120 Capsules OrthoMaleculiuPrucacts v
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